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(54) Kit for positioning a transdermal delivery system 

(57) A method and kit for positioning a transdermal 
drug delivery system useful In treating individuals hav- 
ing maladies requiring topical, subcutaneous, intrale- 
sional and/or systemic administration of one or wore 
drugs for a prolonged period of time is disclosed. A 
method for employing the present invention allows a 
patient to accurately self-administer a prolonged treat- 
ment regimen Including a transdermal delivery system 
without the substantial involvement of medical person- 
nel. 
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Description 
Technical Held 

[0001] The present invention relates to drug delivery s 
systems, and, more specrfically, to a method and kit for 
positioning transdermal and topical drug delivery sys- 
tems. They are used in the topical, subcutaneous, intral- 
esional and/or systemic administration of one or more 
dnigs. 

Background of the Invention 

[0002] For several years, transdermal dnjg delivery 
systems have been employed to effectively Introduce 
certain drugs into the bloodstream through unbroken 
skin. Aside from comfort and convenience, transdermal 
systems avoid the gastrointestinal tract, the delivery 
rate control problems and potential toxicity concems 
associated with traditional administration techniques, 
such as oral, intramuscular or intravenous delivery For 
example, such systems have proven particularly effec- 
tive in the delivery of melatonin and other natural hor- 
nrK)nes to the body since transdermal delivery mimics 
the body's own system of seaetion. 
[0003] Transdermal devices known in the art Include 
reservoir type devk;es including menft>ranes, pressure- 
sensitive adhesive matrices and skin patches. An exam- 
ple of a new type of transdermal drug delivery, one in 
which one or more drugs is delivered topically and/or 
subdermally without passing into the bloodstream, is 
described in copending U. S. Application Serial No. 
08/613.710 to Fuisz. 

[0004] The use of transdermal delivery systems pro- 
vides the advantages of (1) reducing the need for inten- 
sive involvement by a physician or other medical 
personnel in a particular treatment, thus significantly 
reducing the burden and costs of repeated visits to a 
health care professional, and (2) improving the overall 
efficacy of treatment due to the removal of a patient's 
need to adhere to the rigorous and lengthy administra- 
tion schedule of topical and/or subcutaneous dmg deliv- 
ery 

[0005] A necessary factor in the effective use of 
transdermal and topical delivery systems is the proper 
placement of the delivery system. Proper placement in 
this context not only includes the exact physical location 
of the delivery system, but also includes the concept of 
consistent proper placement of the delivery system over 
the course of a treatment regimen. For example, where 
a transdermal delivery system is used to treat a skin 
cancer, as more fully described in copending U. S. 
Application Serial No. 08/613.710. it is aitical for suc- 
cessful treatment that the drug(s) delivered are consist- 
ently delivered to the exact location of the lesion on the 
patient. Where the lesion is visually difficult to locate, or 
the lesion disappears or is visually reduced during treat- 
ment, traditional transdermal delivery systems, with 


which a patient applies and removes the system numer- 
ous times during the treatment period, are ineffective. 
[0006] Traditionally positioning the placement of a 
transdermal delivery system has been left to the patient, 
who often requires the assistance of a medical profes- 
sional. Additionally, the patient has not been provided 
with an acceptable method or system to aid in the 
proper positioning and placement of the transdermal 
delivery system. Accordingly patients and health care 
professionals alike have had to rely upon repeated vis- 
ual inspection and alignment of the transdernral delivery 
system with the appropriate area, a system and method 
inherently inaccurate at best. This is particularly true 
where the delivery system is a relatively simple medica- 
ment bandage or similar system for puncture sites and 
the like. 

[0007] Finally most traditional uses of transdermal 
delivery systems have been utilized in connection with 
systemic delivery of one or more drugs, making the 
exact placement of the transdermal system on the 
patient of lesser importance. 
[0008] Thus, a need remains for a method and kit for 
positioning a drug delivery system capable of assisting 
a patient or health care professional in tiie repeated 
positioning and application of a topical delivery system 
for effective transdermal delivery of a drug or drugs. 

Summary of the Invention 

[0009] The transdermal drug delivery system of tiie 
present invention overcomes these and otiier problems 
associated with traditional approaches by providing a 
quicK easy and accurate positioning and placement 
method and kit for use with a transdermal delivery sys- 
tem. As used herein, transdermal delivery system" and 
"dmg delivery system" shall mean delivery systems 
capable of transporting one or more drugs across tiie 
several layers of the skin, and either allowing passage 
of such drugs through to the bloodsti'eam or simply pro- 
viding local, subcutaneous and/or intralesional delivery 
without passage of the drugs to the bloodstream. Addi- 
tionally transdermal delivery system" and "drug deliv- 
ery system" shall include any and all systems used for 
positioning a drug delivery system, induding. without 
limitation, medicament bandages and needle puncture 
systems. 

[001 0] Employing a preferred embodiment of tiie posi- 
tioning method and kit of the present invention, tiie 
appropriate area of the patient, for example a skin 
lesion, is located and marked using a preformed stamp 
including indelible ink. Preferably the ink stanp mark 
comprises a horizontal line and a vertical line centered 
over the appropriate area. Since the ink is indelible, the 
target area need be located and marked only once dur- 
ing the treatment period. This is aitical to tiie present 
invention since the proper treatment location is often 
more difffoult to locate as treatment progresses. The 
transdermal delivery system, often in tiie form of a skin 
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patch. a!so includes similar horizontal and vertical lines 
on its exposed bottom surface. By aligning the marks on 
the patdi with the indelible ink stamp niark on the 
pat'ent*^ skin, the patch is properly aligned upon each 
removal and reapplication of the patch. 
[0011] Using the novel portioning system and kit of 
the present invention, the transdermal delivery system 
is easily and properly placed by the patient or other non- 
health care worker during treatment. The ease of use 
associated with the positioning method and system of 
the present invention allows patients or other non-health 
care personnel to provkle effective prolonged treatment 
of certain maladies without the need for the numerous 
physician visits associated with traditional forms of 
treatment 

Brief Description of the Drawings 

[0012] l=br a more complete understanding of the 
present invention and the advantages tiiereof. reference 
Is now made to the aoconrpanying drawings, in which: 

Figure 1 is a top view of several of the types of ink 

stamps capable of use with tiie positioning metiiod 

and kit of tiie present invention; 

Figure 2 is a bottom view of a transdermal drug 

delivery system including the positioning marks to 

be aligned with the indelible stamp; 

Figure 3 is a flowchart illustrating the steps of one 

embodiment of tiie treatment method of the present 

invention; and 

Figure 4 is a side view of a marking device used in 
connection with the kit of the present Invention. 

Detailed Description of the Drawings 

[0013] The kit of the present invention includes at 
least one means for making a mark and at least one 
transdermal delivery system having a pattern associ- 
ated witii it that it complementary to the mark made by 
the marking means. The means for making the mark on 
the treatment area is used to semi-permanentiy mark 
the treatment area. Once marked, tiie complementary 
pattern associated with the transdermal delivery system 
is aligned with the mark on the treatment area. Since 
the treatment area is marked, subsequent transdennal 
delivery systems can be properly positioned and 
placed, even where tiie treatment diminishes tiie ability 
to visually locate tiie treatment area* 
[0014] The transdermal delivery system can be any 
type of transdermal delivery system, like a skin patch or 
multi-layered patch, and can be used alone or in con- 
junction with means for facilitating transdermal delivery 
of one or more drugs, like iontophoresis. Preferably, the 
marking means is an ink stamp ttiat utilizes indelible ink. 
Aitiiough ink is described herein, any suitable metiiod 
fa semi-permanentiy marking tiie treatment area can 
be used, if desired. 


[0015] Referring to Figure 1, tiiere is shown types of 
marks used witii tiie method and kit of the present 
invention. Rgure 1A illustrates perhaps tiie simplest, 
and therefore tiie preferred, mark consisting of a single 

5 horizontal line and a single vertical line, the intersection 
of tiie end points of tiiese lines being centered over the 
area to be treated with a transdermal delivery system. 
[0016] Rgure IB illustrates a variation of the mark 
Illustrated in Rgure 1 A and consists of a single horizon- 

10 tal line and a single vertical line forming a "cross hair' 
pattern to be centered over tiie area to be treated with a 
transdermal ddivery system. 
[001 7] Finally, Rgure 1 C illustrates a radial pattern of 
multiple lines centered on tiie area to be ti-eated. 

IS [001 8] Aitiiough tiie foregoing marks are illustrated In 
the drawings and discussed herein, it will be noted that 
any appropriate number of lines, including a single line, 
in any an^angement capable of assisting one in tiie posi- 
tioning and placement of a transdermal deliver system, 

so may be used. 

[0019] Rgure 2 shows a bottom view of three 
transdermal delivery systems in a multi-layered patch 
form including tiie coniplementary pattern of tiie mark 
illustrated in Rgures 1A-1C. Figure 2A illustrates a 

25 multi-layered transdermal patoh including tiie comple- 
mentary pattern of mark illustrated in Figure 1A. Like- 
wise, illusti-ated in Figure 2B is a multi-layered 
tiansdermal patoh including tiie complementary pattern 
to the mark illustrated in Rgure 1B. Finally, illustrated in 

30 Figure 2 C is a multi-layered transdermal patch includ- 
ing the conplementary pattern to the mark illustrated in 
Figure 1C. 

[0020] Like the marks described above, the comple- 
mentary pattern appearing on the bottom of the 

35 transdermal delivery system can be comprised of any 
number of lines or markings, including a single line or 
mark, in any suitable arrangement capable of assisting 
one in tiie positioning and placement of a transdermal 
delivery system. Additionally, the complementary pat- 

40 terns may appear on tiie transdermal delivery system in 
places other ttian the bottom surfece. For example, 
where a transparent or translucent patch design is 
employed, tiie marking may appear even on tiie top of 
tiie transdermal delivery system, since aligning tiie pat- 

45 tern with the mark will be facilitated by viewing the mark 
through the patch. 

[0021 ] In Figure 3, a flowchart illustrating the steps of 
one embodiment of tiie treatment metiiod of tiie present 
invention is provided. According to the metiiod, the 

50 appropriate area for treatment by a transdermal delivery 
system is located in step 10. Next, a marking device 
(e.^., ink stamp) is selected and used to place a mark in 
connection witii tiie appropriate treatment area in step 
20. In step 30, a transdermal delivery system including 

55 a complementary pattern to the mark placed in step 20 
is selected. Next, in step 40. the transdermal delivery 
system is aligned with tiie mark associated witii the 
treatment area and removably secured into position. In 


3 


5 


EP 0 914 819 A1 


6 


step 50, the transdermal delivery system is removably 
attached to the treatmertt area. Finally, in step 60. steps 
30 through 50 are repeated, as required by the appro- 
priate treatment regimen, for treatment of the affected 
area. s 
[0022] tn Figure 4. there is shewn one type of marking 
device used with ^e method and kit of the present 
invention. The marking device 10 includes a cylindrical 
body 20. a push button 30 located at the top of the body 
30. and one or nnore marking wands 40 movably io 
attached towards the bottom of the body 20. in use, the 
marking device 10 is placed adjacent to the treatment 
area 50 and the push button 30 is depressed, causing 
the one or more marking wands 40 to descent in an arc 
(dashed lines show path) from a first position 52 is 
towards arxJ in contact with a second position 54. The 
second position 54 is in contact with the treatment area 
50. The marking wands 40 are preferably associated 
with a spring (not shown) such that the release of the 
push button 30 causes the springs to automatically 20 
return from the second position 54 to the first position 
52. 

[0023] As each of the marking wands 40 contact the 
treatment area 50 {i.e., the second position 54), a mark 
60 is placed on the treatment area 50. When the push 25 
button 30 is released, the marking wands 40 reverse 
their path away from the second position 54 {Le., treat- 
ment area 50) and return to the first position 52 (/.e., the 
body 20 of the marking device 10). Preferably, the mark- 
ing wands 40 rest within the cylindrical body 20 portion 30 
of the marking device when not in use. 
[0024] Although Figure 4 depicts two marking wands 
40 forming an "L" shape mark on the treatment area 50, 
it is noted that any number of marking wands 40, includ- 
ing a single marking wand, forming any suitable pattern. 35 
can be used, if desired. 

[0025] To provide the mark 60 on the treatment area 
50, the marking wands 40 preferably include means for 
delivery ink (not shown), preferably indelible ink. The 
means for delivering ink preferably is housed within the 40 
cylindrical body 20 of the marking device 10 and prefer- 
ably feeds the ink to the marking wands 40 upon 
depression of the push button 30 or any other suitable 
means. Alternatively, ink can be housed external to the 
marking device 10 and associated with the marking 45 
wands 40 by first causing the wands 40 to come into 
contact with the ink (e.g., ink pad) prior to placement 
adjacent to the treatment area 50. Although a manually- 
operated marking device 10 is depicted and described 
herein, it is noted that any suitable marking device capa- so 
ble of placing a mark on the treatment area can be 
used, if desired. 

[0026] Using the method and kit of the present inven- 
tton, a patient can accurately and consistently self- 
administer prolonged treatment for an illness or infec- ss 
tion without the assistance of medical personnel. Even 
when a medtoal professional assists the patient in the 
initial location of the appropriate treatment area (step 


10), the patient can thereafter complete the treatment 
regimen, often spanning many months, or even years, 
without the substantial involvement of the health profes- 
sional, thereby significantly reducing the cost and time 
burden associated with such treatments. 
[0027] Although preferred embodiments of the inven- 
tion have been disclosed in the drawings and in the 
detailed description, it shoukJ be understood that the 
invention is not limited thereto^ but is capat^e of numer- 
ous rean-angements and modifications of parts and ele- 
ments without departing from the scope of the invention. 

Claims 

1. A kit for assisting with the positioning and place- 
ment of a transdermal delivery system comprising: 

means for placing a tnaxk on an area of a 
patient in need of treatment; and 
at least one transdermal delivery system hav- 
ing associated therewith a pattern complemen- 
tary to the mark made by the means for placing 
a mark, 

sakJ transdernral deliver system capable of 
being positioned and placed on the treatment 
area by aligning the pattern associated with the 
transdermal delivery system with the mark 
made by the means for placing a mark. 

2. The kit of Claim 1 . wherein the means for placing a 
mark Is an ink stamp. 

3. The kit of Claim 1 , wherein the mark placed by the 
means for making a mark oomprises one or more 
of: 

(a) a horizontal line and a vertical line con- 
nected at their proximal endpoints and forming 
an "L" shape: 

(b) a horizontal line and a vertical line con- 
nected at their proximal endpoints and forming 
any fixed divergent angle; 

(c) a horizontal line and a vertical line con- 
nected at their midpoints and forming a V 
shape; 

(d) a single line or shape capable of alignment 
with a complementary line or shape; and 

(e) a plurality of lines or shapes capable of 
alignment with a complementary plurality of 
lines or shapes. 

4. The kit of Claim 1 , wherein the transdermal delivery 
system oomprises a patch. 

5. The kit of Claim 4. wherein the patch is multi-lay- 
ered, at least one of said layers being transparent 
a translucent 
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6. The kit of C(aim 5, wherein the patch is aligned with 
the mark placed by the means for placing a mark by 
viewing the mark associated with the treatment 
area through the patch. 

5 

7. A method for positioning and placing a transdermal 
delivery system comprising the steps of: 


(1) selecting an area of a patient in need of 
treatment; io 

(2) marking the area with a mark; 

(3) selecting a transdermal delivery system 
having a pattern associated therewith comple- 
mentary to the mark; 

(4) aligning the complementary pattern of the is 
transdermal delivery system with the mark on 
the treatment area; and 

(5) removably attaching the transdermal deliv- 
ery system to the treatment area. 

20 

8. The method of Claim 7, wherein the mark is made 
with an ink stamp. 


9. The method of Claim 7. wherein the transdermal 
delivery system is a multi-layered patch, at least 2s 
one of said layers being transparent or translucent. 

10. A method for positbning a transdermal delivery 
system comprising the steps of: 

30 

(1) selecting an area of a patient in need of 
treatment; 

(2) marking the area with an indelible ink mark; 

(3) selecting a transdermal delivery system 
having a pattern associated therewith comple- 35 
mentarytothe mark; 

(4) aligning the complementary pattern of the 
transdermal delivery system with the mark on 
the treatment area; 

(5) removably attaching the transdermal deliv- 40 
ery system to the treatment area; and 

(6) repeating steps (3) - (5) above to replace 
the transdermal delivery system. 
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STEP 10-SELECTING THE TREATMENT AREA ON THE PATIENT 


STEP 20-MARKING THE TREATMENT AREA 


STEP 30-SELECTING A TRANSDERMAL DELIVERY SYSTEM 
HAVING A PATTERN ASSOCIATED THEREWITH 

COMPLEMENTARY TO THE MARK PUCED IN STEP 20 


STEP 40-AUGNING THE COMPLEMENTARY MARK ASSOCIATED 
WITH THE TRANSDERMAL DEUVERY SYSTEM WITH THE 
MARK ON THE TREATMENT AREA 


STEP 50-REM0VABLY ATTA 
DELIVERY SYSTEM TO 

CHING THE TRANSDERMAL 
THE TREATMENT AREA 



STEP BO-REPEATING STEP 30 THROUGH STEP 50 TO 
REPLACE THE TRANSDERMAL DELIVERY SYSTEM 


FIG. 3 
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